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QUALITY FOR LIFE

Summary of Safety and Effectiveness STIWELL med4

A Manufacturer.

Otto Bock Healthcare Product GmbH
Kaiserstrasse 39
1070 Vienna
Austria

Telephone: +43 1 523 37 86 692
Fax Number: +43 1 523 22 64
Contact: Juergen Weiss

Regulatory Affairs Manager

B Contact:

Otto Bock Healthcare Product GmbH
Kaiserstrasse 39
1070 Vienna
Austria

Telephone: +43 1 523 37 86 692
Fax Number: +43 1 523 22 64
Contact: Juergen Weiss

Regulatory Affairs Manager

C Product Name/ Classification Name:

Common or Usual Name: Powered Muscle Stimulator
Proprietary or Trade Name: STIWELL med4
Model Number: 900101S

Class Regulation No. Device Classification Name Product Speciality
Code

II 890.5850 Stimulator. Muscle, Powered IPF Physical Medicine
II 882.5890 Stimulator, Nerve, GZJ Neurology

Transcutaneous, For Pain Relief
II 882.5050 Device, Biofeedback HCC Neurology
II 882.5810 Stimulator, Neuromuscular, GZI Neurology

External Functional
II 876.5320 Stimulator, Electrical, Non- KPI Gastroenterology/

Implantable, For Incontinence Urology

Otto Bock Healthcore Products GmbH
KoiserstroBe 39 1070 Woen. Austria Taleron (+43-1) 523 37 B6. Telefax (+43-1) 523 22 64. e-moit: vertrieb.oustido@ottobock Cm. wwwottobock.at

Kurdenservice: Telefon (+43-1) 526 95 48 Telefax (+43-1) 526 79 85
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Bank Austria Creditonstah Aktiergesellschoft, Filiale WestbahnstraBe Swift Code: BKAUATWW BLZ 12000, KontNr,. 09743146400
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D Predicate Devices:

510(k) Predicate Device Manufacturer Regulation Product Clearance
No. Number Code(s) Date
K032954 Elpho Models II Danmeter A/S 890.5850 IPF, GZJ 08/09/2004

500,11 1000, II
2000,11 3000 A

K053434 Myotrac Infinity Thought 876.5320 KPI, 03/15/2006
Electrical Stimulator Technology Ltd. HCC, IPF

K040849 Mentamove Cole & 890,5850 IPF, HCC 10/01/2004
Associates

K940301 Compex 2 Biodex Medical 890.5850 IPF, GZJ 12/28/1994
____ ____ ____ ____ ____ ___ Systems, Inc.

K032988 Elpha 4 Conti Donmeter A/S 876.5320 KPI 12/03/2003
K031900 Handmaster Ness- 882.5810 GZI 08/08/2003

Neuromuscular
Electrical
Stimulation
Systems

E Description:

The STIWELL med4 is powered by rechargeable batteries. It has four stimulation channels and
two EMG measurement channels.

The STIWELL med4 is intended for stationary use in a hospital as well as home use by the
patient, The physician/therapist has the flexibility to adjust the programs and monitors the
progress of the therapy. Statistics regarding the completed treatments can be retrieved from the
STIWELL med4 and from the PC.

In order to gain a proper understanding of STIWELL med4, it is important to read the manual
before beginning to use the STIWELL med4.

Otto Bock Healthcare Products GmbH
Kaiserslraoe 39 1070 Wien Austria Telefon (+43-1) 523 37 86 Telefax (43- 1) 523 22 64. e-mail; vertrieb.oustla@attabockcam ·www.otabock.at

Kundenservice: Telefon (+43-1) 526 95 48 'Telefax (+43-1) 526 79 85
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F Substantial Equivalence:

Powered Muscle Stimulator:
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Functional Electrical Stimulation Programs:
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Incontinence Programs:
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0

4.7 rr cm
0

204rA/crtr
t

0.7 riacnl 20p4ci' N/A NA
/5,,C/ AnaL:32Sen oer c Aor

k
33 yorko

1
. Aa-

r
3 amMo~axrte PoCurt i'og/oo// 0/t~/~oC Vegottr

0:)mslt lW/cogen) 24,5 
0/

/cm,
0

20,2mW/cm' 4.? roW/ct' 23mWr/com 04.? mW/cro
t

20,3mW/cm' N/A N/A

IW(W)D I Ato 2.0W/rt Anal:. 3,0mwcot Anal 3OreW/mA

Sorer Mode:
N/A N/A N/A N/A N/A N/A NWA N/A

Bores p,50 N/ b /AuArn /ANAN/ /

Borat Mo3n e:se
N/A N/ A W/A N/A NA N/A A

Soot Mode: W N/A N/A N/A N/A N/A N/A N/A N/A

ON Tom .c. 1.) 1o 5-9 -2 - 0-t 220s N/A N/A
000 Tore ac.) 3s -OIs ?-oI , -0s 3-Os 2 s N/A N/A

040-roe/A lettote N/A N/A N/A N/A WA N/A N/A N/A

Otto Bock Heolthcore Products GmbH
KoiserstraBe 39- 1070 Wien , Austia Tolefon (+43-1) 523 37 86 · Talelax (+43-1) 523 22 64 -omoil: vertrieboustrio@ottoback~cam ·w.1eaotWobockot

KunderserVice: Tellafn (+43-1) 526 95 48. Telefox (+43-1) 526 79 85
HG WIEN FN 242378p· UID-N,.: ATU 57529204 . ARA-Nr.: 8864 ERA-Nr.: 50411

Bank Austria Creditonstak Aktieogesellschoft, Filiole Westbohnstrcte Swift Code: BKAUATVW BLZ 12000, Konto-Nr. 09743146400
Erste Bank, Kommerzcentor Wion West 2 Swift Code: GIBAATWW BLZ 20 11 1, Konto-Nr. 30001045517
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TENS:

Chnrnd~rotlkO/ Specdhcaaoti, Mew. Dewle. Preakoa Deia. Predicate Oelco prodIOo Devc Je

loom (inn CA~~~~~~~~~~~~~~~~nded~~~~~~~tCSS ~510/kI Naribe K080950 /032054 /032054 K040f40
on/o Nuew Ow Dock Oore A/S Dorwos. mSt C

Deune Naeo. Model $TIWELL mod4 Bpnoi hkll 0c E¥11naol~ S/G 1 CTE- m
Panwow Sour CDowErateypockLci 11. IOqI .IVnaon~NiMH- a. /JAohlr oV Butt.wypock NMHao-A~rdaoV 9¥co E~ 7 PaCk L-i.' l ilY.

Modwd CKaw IIOS Pan e AO~pler - AM/co Glos II Powwo Apdapor -

Mettodi Leakage Ourmrowal lo/ato', Me= N/A iA a. mo]

Pa/owl Lookac. Current Iflooflal N/A ooaow-yI N/A (9,le.y} NIA ( Baery/ N/A (Batery)

Pa/owleLa eka~e Current (wuog/ foul i ulr
N/A (Soon0 ) N/A Iflwey/) N/A I~atry) NIA Ihotrur)

Nurora/Oroi~ wn

Numnber o~ utpui Clrwrnne 4 2 2 4
PrNruber &f (MG /umpr4 Chornreo N/A N/A N/A N/A
EMG aon / N/A N/A N/A N/A
EMG $emFoir Solo N/A N/A N/A N/A
EMG dolootw lapsr nFC~ar/ ondona/r N/A N/A N/A N/A
EMG rniA tVo N/A N/A N/A N/A
0MG bondathw/ N/A N/A N/A N/A
EMG sip/al ,o.. ,no an. RMS. N/A N/A NWA NIA
S~nohwarwoua AtornwAJr eol~? Aworwotrr- Unknown LJnknrwn $~nchiuioo±
Molhond cf Channel I~lwoti Trarsl/rmma. Iwduco¥- conle/es Ununowon Unknown Twronriarwnr

Rogulolic Current a Reg/lrId Rou Cun Currr Rgld Cn/In Ipw/t o/d C-rral

Y. ~~~ ~~~~~Y.. I.. YesAu/Mwop Cuerhlad Tin? owY. yes Y.. Y.
AutLor.- c NY-LoYd TnY? .o Yn. nos Yes
Autariw S/o¢ 0/i? Y17 ylJ in n1m. no.i Y Unlirano.
Doanwi Orrod Conti? yew (S/on Brgan) no. /00 Yaw

1/donto Droular Do/GM 0/nb,? Von Ye. ~~~~~~~~~~~~~~~~~~Ye, y,,4
6dnro 0Rno:[n~oon in0 /0 ~. Y1 ... Yos -eI

Coor~~~~ano~~~wodr~~~otwlaCn.IoI IEC WWI i0001- iEC 0aeta1.0
'EC .. , I~~~tt 'EC WWI .1 .2 '~EC0060Il.-2 Uworwow

WS/drI 4400 B C 1°0u 420Y2~ ~ ~ ~~~~ I~~.~ i~ R~0 .i Y.2 UlEO u3On i 2U~k~
,~o1~ 0rd~4 ? ~ yel, ~aly) lea 60GO 210 ~GC 4F~O~01 +24O lea se, ~ea,

I-O) ao4 l I r I 469 I...
Noro Dvimr&' d nod, Co] m [mino ] a~t P75ag

<
to

3
M1n M ?Oz1 1w31I iB

S/ape Ie5. rocror/oho. opke, Rowronwa.~ PUwewgeia nU.,-.0 ~ pane atdc0.ScoNodAM~~~~~~~~~~~~~~~~~~~! ~ ~ ~ ~ ~ ~ Dp~ VC11M .. .A..A 1.lhr, lmere

Mon: Dmrnulp~J a/e 500) 58mA [/ 0/mA 00/
Iw/o ~uwnm Owunou /pO//nw 1k( / /0/} 20 N/4/ I 00r/

Mocoywor 001641 /6/no. ('0/0/ N/A UJrkrrcnn U.-wk N/A
Pubs With (anonuruwnr/ /5/i/o, 20000 /00wu0~~~~~~toe, /O.20o/- dO/rw Jnnr

Freoon¢o thidz 2 - i/D. z 2 - 12Orz 0.5 -I5Ha sInaknenn

n i ...n nI a c/ o N/A N/A N/A N/A

F,~~~~~~~~~~~~~~~~~~~~~~~~~~~~.,^n. [
/ toc an N/A N/A N/A N/AFc onse iu/nfwiP nooanmt neo

one. /a/g0J/ wpsbcob/c~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-. 1.-No) Cinanpo 11,0 pon /0±/aol: /,50O0
I/s, /`orslOdd/i/A ,/0a s0 Op0 p Delac/c//own. h (-~z San nwo

t
r and nogotco [nlw/wa Oalunkou pawewo QO/tpu na/ac/on Soon. powitie own /050/ic i/pulse

Maw/ion Porao Cleane /joC( /00) 2/pC epC 24H0 Unknaown

Moemuor Pn Dy/\e/n Boc HahrPo cs
//OOO) u/og ..r~sc eaoroanad l,/wW/Cr 12 0Oooi~Wiuo; rdniV//niri U n known

O*'.' Made IuoK polle 0teTl/4 52es.f 4 P/ 526B9
:- burnn

o[ A'e B/cd. re., dUSio tr/ar}
: ~

i 2 2 0S:5 uKnknown

Eunow MOdo ~ro. eawiefliwawlo t B , e Wi s Sw.ft B/Sin, Koma N, : 30 45

Doria Mad, lie. ai/iofranrw/. 0/dy 201%17,% 4.4% -44% Unknown~

ON Tone IwocoqdsJ COonton 0000 Ctnrrww no~ Oww Ceiroc EaM Dunn CowoUFF
OFF 00r/. /.eoawdel N/A N/A N/A N/A
Addooori laeo/iso. Id aonploeo N/A N/A N/A N/A

Otto Bock Healthcare Products GnmbH
Kiaierstrol~e 39- 1070 Wieno Aust/rio .Telefon (+43-1)5623 3786. Teeabb (+43-1) 523 22684 *email: roertneb.ouotrio@a/tabock aom. www.ottobock.at

Kunderservke: role/or (+43-1)(526 9548. Telefoc (+43-1)(5267'9 85
HGI WlEN FN 242378p. -UID-Nnr: ATU 57529204.· ARrA-Nnr: 8864 ·ERA-Nwr: 50411

Book Austria Credbtoostolt Aktiengeselkschaoft, Filiolo Weslbohnislroi~e Swift Code: BKAUATWW BLZ 12 00Cr Konto-Nr. 09743146400
Erste Book, Kommerzcenter Wion West 2 Swill Code: G/BAATWW BLZ 20 111, Konlo-Nr, 30001045517?
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QUALITY FOR LIFE

Biofeedback:

Ch.1r0,terI1tfCS SpeCilCticoios New Deie rdicote Device predicatle Device
Bsic Unit Chic ctelstics
510(k) Number K(080950 K(05434 K(040849
Monuocturer Otto Ioc Thonahl Tecehony" Ltd.etlme North Ameica., ILCC
Device Name. Model STIWELL meJ4 Myotroc Wninity Mentmoe
Power Sonticele B..ter Pack Li-io 1 '~VI Bleloon Pock NiMH reoftorgeoble BonePac NLMH echo, jable

Method of tint. errent IsolationMeica Clots 1 Powe Adopter - Medical Clas It Power, Adopter (OOC BiattryCare (6VDC-2,tW)

(12,&VDC1StJ? 5V)
Patjient Leakage Curren (.,Itoo N/A Baettery) N/A IBotter) N/A (Botey
..onditio)
Patnien Leoko.e C~ .urer (sinle cult N/A (Btelt.) N/A (atrlN/A(Bte)

Numbe of Output Modes __ _ _ _ _ _ __ _ _ _ _ 0 0
Number, c Outpu Chnnl 0 0
Numbers of EMG (input) Chlnarre 2
EMG serutivify, lpV cdpV I'
EMG Sorrnpirg Rote 3k,11 2,048k1z Urlkrawn
EMG detection (bipolor/ rnpor)Bipoar Bipolar Bipolar
EMG range (,V) 1-200IaV 0 2000isV 2-2000,V
EM bandwidth 70 480Hz 10Hz-I kHa Unknown

5MG vgnatpttceeingleg.RMS) AVRP RMS W,,
_________________ _________________ (Average, Root/lied Value) Rooft Mea... e _ __ _ _ _ _ _ _ __ _ _ _ _ _ _ _

Svnohrorous Pr Alteriroling? ~~~~N/A N)A N/A
Method of Channel .Isolaion N/A N/A N/A
Regulated Current or Regula ted N/A N/A N/A

Sohwae/Firmwore./ MirpoesrYesi Yes Yes

Aulcnroic; Overlod Trio? N/A N/A N/A
Automatic No-Load Trip? N/A N/A N/A
Automatic Shun OM? Yes it~mr Unknow Unknown
Paliet Oerrde Connetro? Yes (Stop Butfoni Yes Yes
Ind/cott Dsplay On/Off Status? Yes Yes Yes,
led/cl D.ispa: Low Baten? Yes Yes, Yes
Indicator Dispay ValohugeCurrent NUA N/A N/A

ru.ner Range Imimtes 5 30mi It 2tn~in Ujnknown

Caninewih olnoyStandard? lEG 606tl UknwIUknw
(i yes. epeciy) EC 6060-21 ___2__ _ j__ k_____ _L__k____,

Coonponc wih 21 CFR 898? Yes, Unknown Unknown
Weight 440g 

3 30
q Unknow

Dimensions (Wn11sD) in [mnut5uO5iW t02n152i5l Unknown
Housin Material and ConstucionRutc Ront/c Rout/c
OutputSpecfications _ _ _ _ _ _ _ _ _ _ _ _ _

Wavefom (esg.. puled m.n~phtasic, N/A N/A N/A

Shapele. Is tuguor spke. rcle N/A N/A N/A

M,,at/um, Outpu Vofogei (5i00Q N/A N/A N/A
Molmum, Output Vofoge, lokD N/A N/A N/A
Maulmum Outpt Voltag)(I NO) N/A N/A N/A
Maemu Outpu Cirrerl 15000) N/A N/A N/A
Maemu Output Current (21kO) N/A N/A N/A
Moo/mum Outpuit Currer (10NO) N/A N/A N/A
Pulse W/dth (seIfy its) N/A N/A N/A
F reoserc INt N/A N/A N/A
For intserenti al modes only: Snot N/A N/A N/A

For m~ultiph asic woeo i ny: N/A N/A N/A
Symeficalii. phasesi?
For muifNcwaefrsol: Phase N/A N/A N/A
Duration (inldinguit)
Net Charge tuG per pulsel 150001 N/A N/A N/A
Mapnt/mu Phasei Charge pCI 00 N/A N/A N/A
Mosimumn Current. Density lm~mlN/A N/A N/A
15000)
Mo~n/mum P.wer Densiity lW/cm'] N/A N/A N/A

Burst Mode (i.e. pulse trans): RussN/A N/A N/A

Bursl Mode (iL., pauls tinsi):urt N/A N/A N/A

Burst Mod (i.e.. pusein) Bursl N/A N/A N/A
duat~aion scns
Burst1 Mode (i..psetri):Dt N/A N/A N/A
CO.cl ILine (b) e Line loll
ON Time. [tsecond N/A N/A N/A
OFF lie...~ s N/A N/A N/A
Addtioto feoere (if applicbl) N/A N/A N/A

Otto Bock HeolthCore Pr~oducts GrmbH
KoiseretroBe 39. 107OWien 'Austria Tulufan.(+431)523378B6 Telefos (+431) 5232264 em/:vnro-ut/@tookcm.ww~looko

Kunadensorice: Tolofon (+43-1) 526905 48 Telefon (+43.1) 526 79 85
H-G WIEN F/N 242378p . UID N,.: ATU 57529204 ,ARA-N,.: 8864- ERA-N,.: 50411

Bank Austria Croditanstoch Aklierige...tlsdhaft, Fil/ale WeStbhnhStrofle Swift Code: BKAUATWN BLZ 12 000. Konto-Nlr. 09743146400
Erste Bank, Kommmrzce.nter Wien West 2 Swifl Code: GIBAAl~TW BLZ 20 l 1t. Konto-N,. 30001045517
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G Functional and Safety Testing:

Tests have been carried out according to the following standards:

No. Title Version Comments
lEC 60601-1 Medical electrical equipment 1996-03 Medical electrical

Part 1: General requirements for safety devces
(Testing)

IEC 60601-1-1 Medical electrical equipment 2002-09-01 Medical electrical
Part 1-1: General requirements for devces
safety - Safety requirements for medical (Testing)
electrical systems

lEC 60601-1-2 Medical electrical equipment 2001 EMC
Part 1-2: General requirements for (Testing)
safety -Electromagnetic compatibility -
requirements and tests

IEC 60601-1-4 Medical electrical equipment 2001-06-01 Programmable
Part 1-4: General requirements for Systems
safety - Programmable electrical
medical systems

IEC 60601-2-10 Medical electrical equipment 2003-04 Medical electrical
Part 2-10: Particular requirements for devices; EMC
the safety of nerve and muscle (Testing)
stimulators

IEC 721-3-2 Classification of Environmental 1981 Transport
Conditions Part 3-2: Classes of (Testing)
Influencing Factors - Transport

ISO 2248 Packaging - Complete, filled transport 1985 Transport
packages - Vertical impact test by (Testing)
dropping

ISO 2876 Packaging - Complete, filled transport 1985 Transport
packages - Rolling test (Testing)

IEC 60512-8 Electromechanical components for 3.0/1994- Specific sections
electronic equipment; basic testing 05 were used for
procedures and measuring methods verification testing
Part 8: Connector test (mechanical)
and mechanical test on contacts and
terminations

lEC 60512-9 Electromechanical components for 2.0/1992- Specific sections
electronic equipment; basic testing 05 were used for
procedures and measuring methods verification testing
Part 9: Miscellaneous tests

IEC 68-1 Environmental testing 1998 Specific sections
+Corr.+A1 Part 1: General and Guidance were used for

I verification testing
IEC 68-2-1 Environmental testing 1994 Specific sections
+AI+A2 Part 2-1: Tests. Tests A: Cold were used for

verification testing

Otto Sock Healthcare Products GmbH
Kaiserst r.Be 39 1070 Wmen -Austria -Telefon (+43-1) 523 37 86 -Telefax (+43-1) 523 22 64- e-mail: vertrieb.austrio@otlobock.com -www.onabock.at

Kundenservice: Telefon (+43-1) 526 95 48 - Telefax (+43-1) 526 79 85
Ho WIEN FN 

242 37 8p -UID-Nr.: ATU 57529204 - ARA-Nr.: 8864- ERA Nr.: 50411
Bank Austdio Creditanstoat Aktiengesellschaft, Filiele Weslbahnslra6e Swift Code: BKAUATWW BLZ 12 000. Konto-Nr. 09743146400

Erste Bank, Kammerzcenter Wien West 2 Swift Code: GIBAATW BLZ 20 111. Kanto-Nr. 30oo1045517
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No. Title Version Comments
IEC 68-2-2 Environmental testing 1994 Specific sections
+IEC68-2-2A+A2 Part 2-2: Tests, Tests B: Dry heat were used for

verification testing
IEC 68-2-30 Environmental testing - Part 2-30: Tests 2000 Specific sections

- Test Db: Damp heat, cyclic (1'2 h + 12 were used for
h cycle) verification testing

IEC 68-2-33 Environmental testing - Part 2-33: Tests. 2000 Specific sections
Guidance on change of temperature were used for
tests verification testing

IEC 68-2-36 Environmental testing 1973 Specific sections
Part 2-36, Tests Fdb: Vibrations, noise were used for
(broadband), repeatability: medium verification testing

IEC 68-2-78 Environmental testing 2001 Specific sections
Part 2-78: Tests, Test Cb: Damp heat, were used for
steady state, primarily intended for verification testing
devices

21 CFR 898 Performance Standard for electrode 1997 Electrical safety
lead wires and patient cables (Testing)

In addition to tests according to the above mentioned standards several functional and safety
tests defined by the manufacturer have been conducted.

Otto Bock Heolthcore Products GmbH
Kaisorstrole 39 1070 Wien Austrio -Telefon (+43-1) 523 37 86- Telefox (+43-1) 523 22 64 - e-mail: vertrieb-oustria@olobackcomn- www,attobockot

Kundenservice: Telelon (+43-1) 526 95 48- Telefax (+43-1) 526 79 85
HG WIEN FN 242378p -UID-Nr.: ATU 57529204, ARA-Nr.: 8864 - ERA-N,.: 50411

Bank Austria Creditanstaft Aktiegeselsch. afl, Fliae Westbahnstrc1e Swift Code: BKAUATWW BLZ 12 000, Konto-Nr. 09743146400
Ertst Bark, Kommerzcenter Wien West 2 Swift Code: GIBAATWW BLZ 20 111, Korto-Nr 30001045517
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H Indications for use:

The STIWELL med4 is a neuromuscular electronic stimulator indicated for use under medical
supervision for adjunctive therapy in the treatment of medical diseases and conditions.

As a powered muscle stimulator the STIWELL med4 is indicated for the following conditions:

* Relaxation of muscle spasm
* Prevention or retardation of disuse atrophy
* Increasing local blood circulation

* Muscle re-education
* Immediate post-surgical stimulation of calf muscles to prevent venous thrombosis
* Maintaining or increasing range of motion

As a transcutaneous electrical nerve stimulator for pain relief the STIWELL med4 is indicated for
the following conditions:

* Symptomatic relief and management of chronic (long-term), intractable pain

* Adjunctive treatment in the management of post-surgical pain and post traumatic acute
pain

As a biofeedback device the STIWELL med4 is indicated for the following conditions:

* Biofeedback, relaxation and muscle re-education purposes

As an external functional neuromuscular stimulator the STIWELL med4 is indicated for the
following conditions:

* Helps to relearn voluntary motor functions of the extremities

As a nonimplanted electrical continence device the STIWELL mad4 is indicated for the following
conditions:

* Acute and ongoing treatment of stress, urge or mixed urinary incontinence and where the
following results may improve urinary control: Inhibition of the detruser muscles through
reflexive mechanisms and strengthening of pelvic floor muscles

* Incontinence treatment for assessing EMG activity of the pelvic floor and accessory
muscles such as the abdominal and the gluteus muscles

Conclusion:

The STIWELL med4 stimulation device is safe and effective for its intended use. The STIWELL
med4 is substantially equivalent to the predicate devices.

J Date summary submitted:

21 s January 2008

Otto Bock Healthcare Products Gmbill
KaiserstraBe 39 1070 Wien, Austria Telefon (+43-1) 523 37 86, Telefax (+43-1) 523 22 64, e-mail: vertrieb .austria@oiobock.cam . www.ottolack at

Kundensenice: Telefon (+43-1) 526 95 46. Telefax (+43-1) 526 79 85
HG WIEN FN 242378p -UIDN,.: ATU 57529204 -ARA-Nr,: 8664. ERA-Nr,.: 50411

Bank Austria Creditanstal Aktiengesellschaft, Filiale Westbahnstro!e Swift Code: BKAULAT/W BLZ 12 000, Konto-N,. 09743146400
Erste Bank, Kommerzaenter Wien West 2 Swift Code: GIBAATWW BLZ 20 111, Konlo-Nr 30001045517



DEPARTMENT OF HEALTH.& HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Otto Bock, Austria GmbH
Vo W.F. Jackson Associates, Ltd
Mr. William Jackson
2247 Jennifer Lane
North St. Paul, Minnesota 55109-2851

Re: K080950 APR -2 2009
Trade/Device Name: STIWELL med4
Regulation Number: 21 CFR 890.5850
Regulation Name: Powered muscle stimulator
Regulatory Class: II
Product Code: IPF, GZI, KPI, GZJ, HCC
Dated: March 2, 2009
Received: March 25, 2009

Dear Mr. Jackson:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.



Page 2 - Mr. William Jackson

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA findifig of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometrics' (OSB's) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general information on your responsibilities under the Act from
the Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda. ov/cdrh/industrv/sunport/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K080950

Device Name: STIWELL med4

Indications for Use:

The STIWELL med4 is a neuromuscular electronic stimulator indicated for use under medical
supervision for adjunctive therapy in the treatment of medical diseases and conditions.

As a powered muscle stimulator the STIWELL med4 is indicated for the following conditions:
* Relaxation of muscle spasm
* Prevention or retardation of disuse atrophy
* Increasing local blood circulation
* Muscle re-education

* Immediate post-surgical stimulation of calf muscles to prevent venous thrombosis
* Maintaining or increasing range of motion

As a transcutaneous electrical nerve stimulator for pain relief the STIWELL med4 is indicated for the
following conditions:

* Symptomatic relief and management of chronic (long-term), intractable pain

* Adjunctive treatment in the management of post-surgical pain and post traumatic acute pain

As a biofeedback device the STIWELL med4 is indicated for the following conditions:

* Biofeedback, relaxation and muscle re-education purposes

As an external functional neuromuscular stimulator the STIWELL med4 is indicated for the following
conditions:

: Helps to relearn voluntary motor functions of the extremities

As a nonimplanted electrical continence device the STIWELL med4 is indicated for the following
conditions:

- Acute and ongoing treatment of stress, urge or mixed urinary incontinence and where the
following results may improve urinary control: Inhibition of the detruser muscles through reflexive
mechanisms and strengthening of pelvic floor muscles

* Incontinence treatment for assessing EMG activity of the pelvic floor and accessory muscles
such as the abdominal and the gluteus muscles

Prescription Use X AND/OR Over-The-Counter Use.
(Per 21 CFR 801 Subpart D) (Per 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDHR, Office of Devic luation (ODE)

(Division Sign-Off) Page 1 of 1

flj'ion of General, Restorative,
alnd Nawiug.ogicai Devices

510(k) Number ©'3 C) q V


